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DETAILED ACTION 

Status of Claims 

Claims 1-20 are pending. Claims 15-19 have been withdrawn pursuant to 37 
CFR 1.142(b), as being drawn to the non-elected invention. Claim 3' has been 
cancelled. Claim 1 has been amended. Claim 20 is newly added. Claims 1-14 are 
examined on the merits. 

Specification 

The objection to claim 3' is hereby withdrawn in light of the claim cancellation. 

Claim Rejections - 35 USC §112 1 st Paragraph 

The rejection of claims 1-14 is hereby withdrawn in light of the claim 
amendments. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
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only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-3, 5, 6 and 9-11 remain rejected under 35 U.S.C. § 102(b) as being 
anticipated by SCHULTZ et al (US 5,723,131). The basis for this rejection can be found 
in the prior office action. 

New Claim 20 is rejected under 35 U.S.C § 102(b) as further being anticipated 
by SCHULTZ et al (US 5,723,131). Desferrioxamine, is an anti-infective agent, 
specifically an anti-bacterial agent. See e.g. col 2 lines 56-60; instant claim 20. 

Claims 1-14 and 20 are newly rejected under 35 U.S.C. § 102(e) as being 
anticipated by SCHULTZ et al (US 2002/0197300) and evidenced by Osborne et al 
(Brain Research 751 (1997) 113-123). SCHULTZ ('300) teaches a polymeric hydrogel 
that can absorb an ophthalmic medication for the treatment of glaucoma. See e.g. 
paragraph [0014]; instant claims 1 and 20. The hydrogel is composed of a tetrapolymer 
of hydroxymethylmethacrylate, ethylene glycol, dimethylmethacrylate and methacrylate 
acid. See e.g. claim 13; instant claim 5. The hydrogel has a water content of 10-90% 
or 38-60% by weight and can be ionic or non-ionic. See e.g. claim 3 and paragraph 
[0031]; instant claims 2, 3 and 14. The hydrogel can be a contact lens for correcting 
vision in the range of +8.0 to -8.0 diopters with a base curve from 8.0 to 9.0. See 
paragraph [0031]; instant claims 10-13. The passive release of a drug into the ocular 
fluid under ambient and existing conditions is disclosed in claims 5 and 6; instant claims 
6 and 9. The drug used is the same as in the instant invention, specifically betaxolol 
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(see e.g. claim 8); instant claim 4 line 11. Betaxolol is a known neuroprotective (see 
Osborne et al., Abstract). The reference teaches the same drug in the same hydrogel 
thus the penetration of the drug to the posterior segment - macula and retina is inherent 
to the drug: instant claims 7 and 8. 

Response to Arguments regarding 35 U.S.C. § 102 

Applicant's sole argument is that "[b]acterial infection is outside of the class of 
posterior segment diseases recited in the pending claims" and thus the use of 
desferrioxamine, the anti-bacterial agent used in SCHULTZ '131, does not anticipate 
the instant claims. Applicant's point to the posterior segment diseases provided in 
paragraph 1 on page 4 of the instant specification. This argument is not found 
persuasive because on page 4, paragraph 1 line 3, endophthalmitis is listed as an 
exemplary posterior segment disease. Endophthalmitis is an ocular inflammation 
resulting from the introduction of an infectious agent into the posterior segment of the 
eye. See e.g. Callegan et al. "Bacterial Endophthalmitis: Epidemiology, Therapeutics, 
and Bacterium-Host Interactions" page 111, second column "Bacterial Endophthalmitis". 

Claim Rejections - 35 USC § 103 

Applicant's remarks have been found persuasive with regard to motivation to 
combine and the rejection of claims 1-14 is hereby withdrawn. 
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Double Patenting 

Applicant's arguments with regard to the statutory double patenting rejection 

of instant claims 1-14 over the claims of copending Application No. 10/971997 are found 

persuasive and the rejection is hereby withdrawn. 

Applicant's arguments with regard to the non-statutory double patenting 

rejection of instant claims 1-14 over the claims of Patent No. 7,169,406 are found 

persuasive and the rejection is hereby withdrawn, however, a new rejection follows. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-14 and 20 are newly provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-19 
of copending Application No. 10/971,997. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the instant claims are 
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directed toward a polymeric hydrogel comprising a drug wherein the drug is capable of 
treating posterior segment disease. The drug can be a number of agents as listed in 
instant claims 3 and 4. The hydrogel has a water content of between 10% and 90% or 
between 37.5% and 75% and is composed of a tetrapolymer of 
hydroxymethylmethacrylate, ethylene glycol, dimethacrylate, and methacrylic acid. The 
hydrogel can be a contact lens capable of correcting vision in the range of +8.0 to -8.0 
diopters and has a base curve of 8.0 and 9.0. The drug is further capable of being 
passively delivered to the posterior segment of the eye or ocular environment. 

The '997 claims differ in that the treatment consists of an anti-angiogenesis 
compound, however, instant claim 20 specifically states the drug can be an 
angiogenesis inhibitor and VEGF antagonist. Additionally, tamoxifen, thalidomide and 
VEGF antibodies are stated as the drugs in both applications. 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of the invention to make a polymeric hydrogel for the treatment of posterior 
segment disease because '997 teaches the use of the same hydrogel and the same 
drugs. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claims 1-14 and 20 are newly rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-3 and 13-20 of 
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U.S. Patent No. 7,169,406. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because the '406 claims differ from the instant 
claims (described above) whereby an anti-inflammatory compound is required in claim 
1 . The compound can be dexamethasone, fluormetholone, rimexolone or prednisolone, 
which are found in instant claim 4. Therefore, the same hydrogel with the same drugs 
are taught in both the instant claims and the '406 claims. 

Claims 1-14 remain provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 30-34, 38-39, 
47, 58 and 60-80 of copending Application No. 11/102454 in view of SCHULTZ (US 
6,41 0,045). The basis for this rejection can be found in the previous office action. 

Claims 1-14 remain provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1, 5, 8, 11, 12, 
13, 14, 15 of copending Application No. 10/132843 in view of SCHULTZ (US 
6,410,045). The basis for this rejection can be found in the previous office action. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TRISTAN J. MAHYERA whose telephone number is 
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571-270-1562. The examiner can normally be reached on Monday through Thursday 
9am-7pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, MICHAEL P. WOODWARD can be reached on 571-272-8373. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Tristan J Mahyera/ 
Examiner, Art Unit 1615 

/MP WOODWARD/ 
Supervisory Patent Examiner, Art Unit 1615 



